Remarks/Arguments 

The rejections presented in the Office Action dated January 21, 201 1 (hereinafter Office 
Action), have been considered but are believed to be improper. Reconsideration of the pending 
claims and allowance of the application in view of the present response is respectfully 
requested. 

Applicant thanks Examiner Joseph Stoklosa for the courtesy of the telephone interview 
on April 6, 201 1, in which the undersigned Mark Hollingsworth and Erin Nichols Matkaiti 
participated on behalf of Applicant. As discussed in the interview, the amendments are 
intended to distinguish the claimed subject matter over the teachings of Stokes. 

Applicant respectfully traverses each of the prior art rejections (§§ 102(b) and 103(a)) 
based on the teachings of U.S. Patent No. 5,443,492 to Stokes et al. (hereinafter "Stokes") 
because Stokes does not teach or suggest each of the claimed limitations. For example, Stokes 
does not describe that the distal portion of its lead is "advanced" over or through the proximal 
terminus of a lead introducing system, nor does Stokes describe advancing the distal portion of 
its lead into the myocardium one or both of over and within the one or more myocardium 
penetrating components of the lead introducing system, as presently claimed. 

Stokes teaches that the lead is pre-loaded into needle 40 so that the electrode assembly 
12 is completely retracted within the needle (Col. 3, lines 57-60). The fixation hook 18 is 
aligned and engaged in slit 46 such that the lead is fixed in place within the needle {e.g., Figs. 4 
and 5, Col. 7, lines 33-35). After the needle is inserted into the myocardium, the needle is 
twisted so that the fixation "hook 18 pierces the epicardial tissue and becomes engaged therein" 
(Col. 7, lines 36-37). The needle is then withdrawn toward the proximal end of the lead and 
removed by splitting the needle apart. (Col. 7, lines 43-49). Applicant submits that the size of 
the hook 18 relative to the needle diameter of Stake's device would appear to prevent at least 
some of the processes recited in Applicant's claimed subject matter. 

However, in an effort to facilitate prosecution, independent claims 1 and 6 have been 
amended to further characterize that the distal portion of the lead is advanced over or through a 
proximal terminus of the lead introducing system. While these features were implicitly present 
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in the previous claim language, further support maybe found, for example, in Fig. 2 and at page 
10, lines 25-28; therefore, no new matter is introduced. In addition to the above, Stokes fails to 
teach or suggest at least advancing a distal portion of a lead over or through a proximal 
terminus of a lead introducing system. Without a presentation of correspondence to each of the 
claimed features, each of the prior art rejections is improper. Applicant accordingly requests 
that each of the rejections be withdrawn. 

With particular respect to the § 103(a) rejection based on the teachings of Stokes as 
modified by the teachings of U.S. Patent No. 4,317,458 to Yokoyama (hereinafter 
"Yokoyama"), Applicant maintains that Yokoyama's sheath 3 would not correspond to the 
claimed dilating sheath which is a myocardium penetrating component. Yokoyama states in 
several places that the sheath 3 is made of "soft plastic" material. See e.g., Col. 2, lines 1-5, 
and Col. 3, lines 4-11. Such soft plastic material, even if shaped to form a taper, would not 
have been considered suitable by persons skilled in the art to pierce the myocardium of the 
heart. For this additional reason, the rejection of claims 2, 5, 6, and 21-26, cannot be sustained 
and should be withdrawn. 

With particular respect to the rejection of claims 21-23, Applicant further traverses. 
Independent claim 2 1 recites that advancing the distal portion of the lead into the myocardium 
comprises passing the lead over the piercing needle such that the piercing needle is within the 
open lumen of the lead while the lead passes over the piercing needle. In direct contrast, Stokes 
teaches that the electrode assembly 14 is completely retracted within the needle 40 {see, e.g., 
Fig. 5 and Col. 7, lines 9-21). Neither of the asserted references has been shown to teach or 
suggest passing a lead over a piercing needle, as claimed. Without a presentation of 
correspondence to each of the claimed limitations, the rejection of at least claims 21-23 is 
improper, and Applicant accordingly requests that the rejection be withdrawn. 

The rejections of each of the remaining dependent claims also rely on Stokes. Since 
each of the remaining dependent claims depends from independent claim 1, the above- 
discussed deficiencies in the rejections of at least claim 1 apply equally to the rejections of the 
remaining dependent claims. At least for this reason, the rejections of claims 2-5, 7-20, and 24- 

26 cannot be sustained and should be withdrawn. 
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To the extent the Applicant has not responded to any characterization by the Examiner 
of the asserted art or of Applicant's claimed subject matter, or to any application by the 
Examiner of the asserted art to any claimed subject matter, Applicant wishes to make clear for 
the record that any such lack of response should not be interpreted as an acquiescence to such 
characterizations or applications. A detailed discussion of each of the Examiner's 
characterizations, or any other assertions or statements beyond that provided above is 
unnecessary. Applicant reserves the right to address in detail any such assertions or statements 
in future prosecution. 

Authorization is given to charge Deposit Account No. 50-3581 (GUID.077PA) any 
necessary fees for this filing. If the Examiner believes it necessary or helpful, the Examiner is 
invited to contact the undersigned attorney to discuss any issues related to this case. 

Respectfully submitted, 

HOLLINGSWORTH & FUNK, LLC 

8500 Normandale Lake Blvd., Suite 320 
Minneapolis, MN 55437 
952.854.2700 

Date: April 21, 2011 By: /Erin Nichols Matkaiti/ 

Erin Nichols Matkaiti 
Reg. No. 57,125 

By: /Mark A. Hollingsworth/ 

Mark A. Hollingsworth 
Reg. No. 38,491 
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